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JluarHoCTHYeCKHil peareHT JIsl KOJIMYeCTBEHHOT0 onpeeseHus in vitro
peBMaTonHOTO (hakTopa (P®D) B cHIBOPOTKE WM MJIa3Me KPOBH METOI0M
HMMYHOTYPOUAUMETPHUYECKOI0 AHAJIN3A € JIATEKCHBIM YCHJICHUEM.

Bepcml NMPUJTOKCHU S

CrbiBOpoTKa KpoBH, miaa3ma kposu: RF (ne nist
npumenenusi B CIIIA)

2.XX

IIpeanoaaraemMoe ucnoab3oBanue (He 115
npumenenus B CIIIA)

AHanu3 Uil ONpeAeNieHHsT  PEeBMATOUIHOTO

UCIIOJIb3YETCS JUIS KOJIMYECTBEHHOI'O onpeeeHus
peBMaronaHoro (akTopa B CHIBOPOTKE KPOBH UelIOBEKa.
3HaueHUs] ypPOBHS PEBMATOMAHOrO (hakTopa MOTYT HOMOYb B

JAUArHOCTUKE pEBMATOUAHOIO apTpuTa.

Knununueckuii narepec (1)

Pepmarounslii akrop (PD) siBisierTcss ayTOaHTHTEIOM MPOTHB
IgG uenoBeka, 4acTo 0OHAPYKUBAEMBIM B CHIBOPOTKE KPOBHU B
BBICOKUX KOHLIEHTPALUSAX IpPU HEKOTOPBIX COCTOSHHMSAX,

YaCTHOCTH TIPU PeBMaTOMIHOM apTpute (PA).

Ormpenenenne ypoBHsi PO mosne3Ho ajisi IMarHOCTHKH, OLIEHKH
3¢ peKkToB Tepamud W mporHo3a PA, cucTeMHOI KpacHOU

BOJTYAHKH, XPOHHIECKOM TenaronaTuu u Jp.
ABX Pentra RF CP [peICTaBIIseT

HMMYHOTYpOUANMETPUIECKUiT aHanu3 c JATEKCHBIM
yCUIICHHEM, pa3pabOTaHHBIA Uil TOYHOTO  OMpENeTICHHS

ypoBHeii P® B o0pasnax CHIBOPOTKH KPOBH.

Metox (2)

P® B oOpasue u JeHarypupoBanHbiM 1gG

QUAL-QA-TEMP-0849 Rev.8

l'[pn BO3HUKHOBCHHUU PCAKIUU TUIIA aHTUI'CH-aHTUTCIIO MEXAY
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CCHCHOWJIM3UPOBAaHHBIM K 4YaCTHI[AM JIaTeKCa, BO3HHMKAET
arnIIOTHHALMS. ATTJIIOTHHALUIO ONPEAEIAIOT MO H3MEHEHUIO
HOIJIOLIEHUs,, NpPH  3TOM  BBIPAXKEHHOCTh  H3MEHEHUs
HpoIOpLUHOHanbHa KonudecTBy PO B oOpasne. dakruyeckyro
KOHLIEHTPALUIO 3aTeM OINpPENeIAI0T IyTeM HHTEPHOJSILUU M3
KanuOpOBOYHOH KPHBOH, IIOCTPOCHHOH MO  pe3ynbTaTaMm
aHaM3a KaTMOpaTOpPOB C M3BECTHOIN KOHIICHTpAIHEH.

PearenTnl
ABX Pentra RF CP roros k ucnons30BaHuio.

Pearenr 1:

BydepHslit pacTBop: OydepHbIil pacTBOp IIHIKHHA

Pearenr 2:

Cycnensust narekca: 0,17% wmacc./06. cycreH3us 4yacTHI| JaTeKca,
CEeHCHOMITM3MPOBAHHBIX K JieHaTypHpoBanHbM IgG uenosexa

® [locie mpoBeACHUs U3MEPEHUH KACCEThl PeareHTOB JOJDKHBI
ocTaBathes B oxJaxaeHHoM jotke Pentra C400.

m Crenyer co0r01aTh OCTOPOXHOCTD c LEJIbI0
NpeaoOTBpaliCHUA MCII0JBb30BaHUA KOJIIIAYKOB [JIsA llpyl"I/IX
Kaccer.

B PeareHThl 1HOA pa3HBIMH HOMEpaMu MapTHH HE CleayeT
3aMCHSATH zlpyr Ha ﬂpyra WJIN CMCIINBATH.

m ABX Pentra RF CP ciexyer ucnonb3oBaTh COTJIACHO
9TOMY MPHUMEYaHUI0. B MPOTHBHOM Cily4ae MPOU3BOAUTEND
HE MOXET TapaHTHUPOBaTh €ro HaJiexamme padoune
XapaKTePUCTHKH.
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Oopamenue 2

1. Cuumure 00a KOJIMayka ¢ KacCETHI.

2. Tlpu HaNnMuMU TIEHB! YAAIUTE €€ C OMOIIBIO INIACTMACCOBOH
MHUIICTKH.

3. Pacnionoxenune 3amurtHoro koamauka (GBMO0969) Ha
Kaccere.

4. TlomecTuTe KacceTy B  OXJKACHHYI KaMmepy s
peareHToB.

Kanubparop

Jlist KannOpOBKY HUCTIONB3YHTE:

ABX Pentra RF Cal (A11A01618) (ke BxitoueHo)

5x1mL

KamubpoBka meroma onpenenenus RF  Beimonmmsiercs ¢
HCIIOJIb30BAHHUEM:

m pacteop NaCl 9 r/n s Kain. O (koruentparms O mr/m).

m ABX Pentra RF Cal, xoropsii comepxur mste RF
KanTMOPOBOYHBIX YPOBHEW B PAa3iMYHBIX KOHLEHTPALHSX.
Kaxnprii ¢makon wmapkupyercs nudpoit or 1 mo 5.
BennunHa ~ OTHOIUNGHHS  yYPOBEHB/KOHIEHTPAUWS UL
KanuOpaTopa MpUBeIeHa HIKE:

D1aKOHBI: Kan. Kaa. Kan. Kan. Kaa

1 2 3 4 5
Konnenrparms (IU/mL): 10 20 40 80 120
Koutpoun

Jlnst BHyTpEHHETO KOHTPOJISI KauecTBa UCTIONb3yHTe:

= ABX Pentra Immuno | Control L/H (A11A01621) (ue
BKJIIOYEHO)
1 x 3 mL (muo¢punmzar) + 1 x 3 mL (nmuodunusar)

Kasx/iplit KOHTPOIIb CJICAYET aHAIU3UPOBATh CIKEIHEBHO U (HITH)
TI0CJIe KaTHuOPOBKHU.

YacroTra aHamm3a KOHTPOJEH M JOBEPHUTEIBHBIE HHTEPBAJIBI
JOJDKHBL COOTBETCTBOBAaTh TAaKOBBIM B PYKOBOJCTBaX K
11a00paTOPHBIM UCCIEAOBAHMAM M YKa3aHUSIX JUIT KOHKPETHBIX
crpaH. [Ipm aHanm3e MarepuaioB Ui KOHTPOJIS KadecTBa
cilemyeT coOmromaTh peKoMeHIanuH (enepaabHOro  ypOBHS,
YPOBHS IITaTa M MECTHOTO YPOBHSA. Pe3ysIbTaTbl OJDKHBI
HaXOAWTBCS B TpefeNax YCTAaHOBJICHHBIX IOBEPHUTEIBHBIX
nHTepBanoB. Kakmas mabopatopust [IODKHA  BBIpabOTaTh
IpoLenypy, KOTOPOH HEOOXOAMMO CIIe0oBaTh B ciydae
BEIXOXKAEHHSI ~ PE3yJbTaToOB 33 MpeNeNbl  yCTaHOBJICHHBIX
JIOBEPHUTEIIHHBIX HHTEPBAJIOB.

Tpedyemble, HO He MpeIOCTaBJIAsIeMble
MaTepUaJIbl

B ABTOMAaTHYCCKUMN OHMOXUMHYCCKHIA
Pentra C400

m Kam6parop: ABX Pentra RF Cal (A11A01618)

m Kontpons: ABX Pentra Immuno | Control L/H
(A11A01621)

m Pacreop NaCl: 9 g/L

® CranzaaprtHoe JlabopaTopHOe 000pyAOBaHUE.

aHaJIM3aTop:

Oo6pa3zen

®  CpIBOPOTKA KPOBHU.
® [Ira3ma KpoBH B IPOOUPKE C JINTHS TEIIAPUHOM.

Jlpyriie  aHTHKOAryJsHTbI, TOMHMO IEPEYMCICHHBIX, HE
ucnbiTeiBasnchk kommnanuneir HORIBA Medical, u mostomy nx
NPUMEHEHHE [UIS 3TOT0 aHaIN3a He PEKOMEHYFOTCS.

CraéuibHocTtsb (3):
m IIpu 20-25°C: 1 nenp

m IIpu 4-8°C: 8 nueit
m IIpu —20°C: 3 mecsia

PedepentHblii nMana3oH (4)

Kaxnast maboparopus T0OKHA YCTaHOBHUTH CBOM COOCTBEHHBIC
pedepeHTHbIC auana3oHbl. [IpUBeNeHHBIC 37€Ch 3HAYCHUS
HOCSAT TOJIbKO PEKOMEHIATENbHBINA XapaKTep.

Bspocisie: < 30 ME/mu.

XpaHeHne H CTAa0HJILHOCTh

CTa0UJIbHOCTD 10 BCKPBITHUS:

CrabuiieH 10 OKOHYAaHHMS YKAa3aHHOTO Ha OTHKETKE CpoKa
FOJIHOCTH TpH XpaHeHuu npu temmneparype 2-10°C.

CTa0uJIbHOCTH N0CJIe BCKPBITHA:

Cw. pazzmen «Paboune xapakrepuctuku Pentra C400».

al3MeHeHHUe: UCTIPaBICHUE [T O0palleHuUs.
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Oo0paieHue ¢ oTX01aMHu

® Cnenyer  oOpamarbcs K~ MECTHBIM
TpeOOBaHUAM.

m Pearenr cogepxur menee 0,1% asupma Hatpus B KayecTBe
KOHCEpBaHTAa. A3HJ HATPHs MOXET pearupoBaTh C MEIbIO C

06p330BaHI/IeM B3PBIBOOITIACHBIX a3U10B METAJIIIOB.

HOPMATHUBHBIM

OGIue Mepbl NPeI0CTOPOKHOCTH P

B JlaHHBIN peareHt IpeHa3HauYeH TOJIBKO JUISL
HPO(EeCCHOHAIBHOTO HCTIONB30BAHUS AT AWArHOCTUKH [N
vitro.

® lcnonk30BaHKE TOJBKO 110 HA3HAYEHMIO Bpava.

m CornacHo HopmaruBHOoMy aokymenty (EC) N°.1272/2008
9TOT PearcHT CYUTAeTCs OE3BPEAHBIM BEIECTBOM.

®m Pearent 2 (R2):

ITpenynpe:xnenne: Marepuain 4EeJIOBEYECKOT0
TIPOUCXOXKICHHUS. Crnenyer o0paraThcs KaK c
MOTEHIMAIBHBIM ~ MCTOYHHUKOM  uHpexknuu.  Kakiblid

JOHOPCKas €AMHUIA IUIa3Mbl KPOBH, HCIIOJb30BaHHAS IS
MPUTOTOBJICHHsI 3TOrO Mpoxaykra, mporectupoBana FDA ¢
TIOMOIIBI0 00OPEHHOT0 METOZa, M B HEH He OOHapy>KEeHBI
HBsAg, BI'C u aururena k BUY 1/2. B cBsi3u ¢ TeM, 4to
HUKaKOW U3 M3BECTHBIX METOJOB aHAlW3a HE JAeT NOJIHOH
YBEPEHHOCTH B OTCYTCTBHMM BHpYCa rematuta B, Bupyca
umMmyHoneuiurta  yenoBeka  (BUY)  wmim  apyrux
NH(QEKIHOHHBIX areHTOB, PEAarcHT CIeIyeT paccMaTpUBAaTh
KaKk B3ATBIA y mamueHTa  oOpasen,  SBIISIOMINICS
MOTEHIMAIBHBIM HCTOYHMKOM HH(EKIMH, M 00pamarbes ¢
HHM C COOJIIOJICHHEM HA/UISKAIIUX MEP MPEJOCTOPOKHOCTH
COMJIaCHO HaJyIexkaIei 1aboparopHoii npaktuke (5, 6).

®m Pearent 1 (R1):

Ilpenynpe:kieHne:  peareHT  IONYYeH U3 BEILECTB
JKHBOTHOTO TIPOMCXOXK/ICHUS. B CBSI3M € 3THM peareHT
CIIeZlyeT pacCMaTpuBaTh KAK SBIISIOLIMHCS MOTCHIMATIbHBIM
HCTOYHMKOM WHGEKINH, ¢ o0pamaTrbcs C HHM C
COONIONICHHEM  HAUISKAIIMX Mep  IPEAOCTOPOKHOCTH
COTJIACHO HaJyIexkalei laboparopHoii npaktuke (6).

® JlparHo3 ciefyeT yCTaHABIMBAaTh TOJNBKO C  Y4ETOM
KJIMHAYECKUX  CHMIITOMOB M pE3yJbTaToB  JAPYTHX
HCCIIEI0OBAHUI.

® He BBINOMHATD UIIETUPOBAHHE PTOM.

He BOCIIOJHATH KOJIMYECTBO PEAareHTOB.

® He rmorats. M36erath KOHTaKTa C KOXKEH M CIU3HCTBHIMU
000JI0YKaMH.

m CoOnronmaiiTe CTaHZAPTHBIE MEPHI MPENOCTOPOKHOCTH IS

m CwM. oTHOCsIHiics K pearenty MSDS.

B He wucnonw3yiiTe NpOAYKT NIPU BUAMMBIX IPU3HAKax €ro
OMOJNIOTHYECKOr0,  XUMHYECKOr0  WIM  (U3HYECKOro
YXYJIILICHHUs Ka4ecTBa.

® OTBETCTBEHHOCTh 3a IPOBEPKY NPUMEHHUMOCTH 3TOrO
JOKYMEHTa K HCIOJNB3YEeMOMY PpEareHTy JIeKHT Ha
HOJIb30BATENE.

PaGouue xapaktepuctuxu Pentra C400
Covl60pomKa Kposu, naama Kpoeu

[lepeuncnennsle HIDKE paboune XapaKTEePUCTUKU
perpe3eHTaTHBHBI o OTHOILICHUIO K pabounm
xapakrtepuctukam Meauiuackux cucrem HORIBA Medical.

Koanuecrso anamn3os: 100 ananuzos

CTa0HJIbHOCThL peareHTa B aHAJIU3aTope

ITocne  OTKpHITHS  KacceTa peareHTra, IOMEIIEHHas B
oxnaxaeHHyro kamepy Pentra C400, crabuibHa B TeueHHe
35 nneid.

O6bem obpasua: 5 yl/ananus

IIpenes KOIUYECTBEHHOT0 ONpeaeIeHUs

IIpesen KOJIMYECTBEHHOTO ONpEAETIEHUsS YCTAHOBJIEH COTIIACHO
CLSI (NCCLS), muporokon EP17-A (7) wu cocrasuser
11,5 ME/mu.

MuHuMaIbHBINA NIpeaes] HHTepHpeTauuu

MunumManbHblil  npefen uHTepnperanun (MIIA) onpenenen
IyTeM  MHOTOKPaTHOro  aHammza o0pasma C  HH3KOH
KOHIIEHTpaIueii u cocrasiser 7,2 ME/mi.

To4HOCTH M NPEeU3uNOHHOCTDb

IMoBTOpsieMOCTDH (MPEUM3MOHHOCTD PE3yJIbTATOB Psijia
U3MepeHHii)

TTOBTOPAEMOCTL COTIACHO PEKOMEHIAMAM, COJAEPKAIIUMCS B
nporokoJe Valtec (8),c anamuzom o6pasuos 20 pas:

B 2 KOHTPOJIS;
m 3 oOpasia (Huskas / cpe/insst / BBICOKask KOHICHTPALWH).

71a00paTOPHBIX UCCIEIOBAHHMN. Cpennee 3HaUeHHe KB (%)
0
m KacceTsl ¢ peareHTamu SIBJISIOTCS  OJHOPA3OBBIMH U 1U/mL
TIOJUIEKAT YTUIM3ALHUU COINIACHO MECTHBIM HOPMAaTHUBHBIM KoHTpounbHbIii oGpasel 1 19,39 4,00
TpeOOBaHHAM. N
p KoutponbHslii 06paser 2 36,66 1,70
Pzmenenne: uaMenenne nu(OPMALIH 06 OBIIMX MEPaX PEJOCTOPOKHOCTH.
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Cpennee 3nayenue o
IU/mL KB (%)
Oopaserr 1 31,13 2,08
O6pasers 2 51,51 0,68
Oo6paszern 3 98,25 0,28
Bocnpoussoaumocts (0611ast MPENU3HOHHOCTH)
BocnpouzsoaumMocts, COTJIaCHO PEKOMEHIAIHSIM,

npencrasienHsiM B CLSI (NCCLS), mporokon EP5-A2(9) ¢
JIByKpPaTHBIM aHaIu30M 00pa3noB B TeueHue 20 nHei (2 cepun
B JIEHB):

® 2 KOHTpOJIS;
m 3 o0Opasia (Huskas / cpensist / BBICOKast KOHICHTPAIMH).

Cpemllt:z/:‘ilz:qenne KB (%)
KonrponbHsiii o6paser 1 19,34 6,71
KoutpobHblii 06paser 2 35,25 4,28
Oo6paser 1 30,22 4,10
Oo6pasers 2 48,80 3,86
Obpaser 3 96,08 2,20

JluanazoH uzmepenmii

Awnanu3 noaTBepaui auana3on usmepenui ot 11,5 ME/mn o
120,0 IU/mL.

Muanason wu3Mmepenuii pacmuper g0 1200 IU/mL  npu
aBTOMATHYECKOM ITOCT-Pa3BEICHUH.

JluneiiHOCTh peareHTa oueHuBamM 10 3Hadenus 120 1U/mL
cormacHo pexkomenpauusm CLSI (NCCLS), mporokon EP6-A
(10).

Koppeasuus

B3sareie y manuienTa o6pasubl: CEIBOPOTKA

KonuyecTBo B3sITHIX y manuenTa obpasmos: 125

OO6pasibl KOPPETHPYIOT ¢ KOMMEPUYECKHM PEareHTOM, B3STHIM B
KauecTBE JTAJOHHOTO CTaHJApTa COINIACHO PEKOMEHIALMAM
CLSI (NCCLS), nporokon EP9-A2 (11).

3HaueHus Haxomwinch B amanazoHe ot 5,20 IU/mL  no
111,90 IU/mL.

dopmyna Uil aJUIOMETPUYECKOM JIMHMM, IIOJlyuY€HHass C
MOMOIIBIO perpeccuoHHON MeTtomuku [laccmara — babnoka
(12), BBITIAAUT CHEIYIOIIUM 00pa3oM:

Y = 0,95 X - 0,42 (ME/mn)

Ipu 3Tom ko3 duIUenT Koppensmun 2 = 0,9906.

Memawmune BIAHSHAS

3HAUUMOrO BIMSHHMS HE HaOII0AaeTCsA
BILIOTH g0 3Hauenus 290 pmol/L
(500 mg/dL).

I'emornoOuH:
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Tpurnuiepuasl:  3HAYMMOrO BIWSIHHS He HabmogaeTcs
BIUIOTH [0 KOHLCHTPALMH KOHLEHTPALIUH
TPUTIHLIEPUIOB 6,10 MMOJIB/JT
(534 mr/m).

OO6mmit 3Ha4MMOro BIUSHHMA He HaOmoxaercs

OounupyOuH: BIUIOTh 10 3HaueHus 519 pmol/L
(30 mg/dL).

[psamoit 3HauMMOr0 BIMsSHHSA He HaOIOaeTCs

OounupyOuH: BIUIOTh 10 3HaueHus 462 pmol/L
(27 mg/dL).

Jpyeue ozpanuuenun oanvt SAnzom (Young) e eude nepeuns
JIeKAPCMBEHHBIX NPEnapamos U Nepemennbix, NOIY4eHHbIX Npu
npedeapumenvHoM aHANU3€E, C UIEECHIHLIM GIUAHUEM HA MY
memoduxy (13, 14).

IddexT Mpo3oHbI

W30bITOK  aHTMTeHa He ObBUT  OOHAapYXeH BIUIOTH IO
koHuentpaun 166 1U/mL.

CTa0HIbHOCTL KAIHOPOBKH

Pearent kamubpyror B aeHb 0. CraOuipHOCTH KalUOPOBKU
HPOBEPSIOT IyTEM aHalM3a 2 KOHTPOJIBHBIX 00pas3IoB.
CrabuapHOCTD KaTUOpOBKH cocTaBisieT 21 neHs.

Ipumeuanue. Iloemopuas Kanubpoeka pekomeHoyemcs npu
USMEHEHUU NApmuu peazeHmd, d MaKxce eciu pe3yibmanbvl
AHAU3A KOHMPOISL BbIXOOAM 3ad Npedensl YCMAHOBIEHHO20
ouanasoua.
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